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( 441^ ) 

aiflRJERT 

■=T^ %#; 2 2007 

63( 3T).-3fW^ sfk "jram WRft Pm, 1945 ^ ^ ^ twif ^ Pi^-iRiPoa 

1940 (1940 ^23) ^«rm 12 a^k«rRT 33 51011^ 

"Sfoto 1^, ^dt^«hK ^ miMvf «HHr ^15^ t, arfMPm ^ ^ «nO'3=if ^ 

"3^ ^ 'jIH4>k 1 ^ ^ ^ t, MShif^r<t 1%0T t 3^^!^ 05 ^ 

■srmt t % ^ wo fwif ok, ^ (OKt^ ■feftKi ^ Kioifof ok ^oronr; 1 ^ri# ■3kt wr ^ ki^too 

oft ofM fw4' 05 3rf%Rj^ yebiHiid oft ^ t, ^srrar oft ■30m ort ^ onot i‘, 

3m^‘or^^iTO,ofo ]^5!,Kif^,KoiKs^3fiKof^o>^omo^^ wkik^,1ooM 000,0^10^-110011 oft 
^ on KT^ I 

3^T#it’ altK ^^[?no1 OK "ot 000 wo fooof ^ 0100 5KT OOOK l¥ofe oft KlOlPo ^ 10^ "5^ OTOt 

5t KK5^, 00 ^ 1to 3KOrO 05^ OTOT ^ofto KTKOOK 510 fOOTtt^ onOOT I 

OTKSO ftOO 

1. (i) 5Of^00Kff^0R3ft00 3^0KnO0Kn0^ .Kf?ft00) I00O, 2007 t I 

. (ii) KTiTOO OO^ sfftTO MehlKld oft dlPio oft 0^ I 

2. 4oO 3lk OKITOO KOOOt Pm, 1945 (f^ 5Kt^f OT^.'SOO 0?5I OOT f) ^ OFT 13 O^lftOO TtH 
“OKROO Knooton 3noio'’^K*TBOK'*OKnooKiiootoo 2n!W3lk'#toTKO’’ofoo>#^K^ontKor 1 

3.O00lTO^t¥TO129^KOT0 0KfF0f^lf^1^K^onTp/3T0l5^:- 

^' 129, # 300T1%0 ORTOO 0<0T^ W Kl^IK^t^KOT’' ^ofto KIK^ 5IKT 50 foo^ ^ 050 3K^n00 Olf^^ 

00 oi^ on OT^ o>K# 1^ 21 ^ 3ni1to sK^noo oif^onft 51KT OT ^ 1^ ■5of^ 5101^ 1^ 

22 ^ smto 3T5^n00 Olfo^ oft OlfOW 0010 oft Wp 1290 ^ -STOto KfOK^tO?10T ^ 1^ to^ot ^ 
OKTioo Knoot on 4 ^noio o^‘ I001 onooT i 
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129 ^ #TT); ^ ( I ) WcT 3TFmr ^ ^ WFFT FTTOtI 

TTRI ^vEi ^ kT^ 317q^ MHldl gK! ^ ^TRfl F 6^’^ ^RT ^ -^lijtcl'tidl gKI 

42 WipTT ^ Rm ^ ^ OTtR RPTOt ^ ^ ill WR ^ ^ 

^ ^ #1 t 3TT^ ^ ^ (3) T^' "^MFT 3lk 31^^ R 

(in) \ 

(2) fsrM^ WJ TO ^ ^ mtoK rtft 4 ^ ctI ^ ^ A Rimi 

■gifwlt ^ 1TR8J ^ 3JTf^ ^ ^ ^ il, "^l^' fTO t TO^F ^cTMR ^ TFq^, 

^3T^yRlfwm 1TO ^5!FETT t 

' ( 3 ) ^ddli "c^icili RTWT ^IPF «1's1<^l SlfYif^ci ^iiOdSTT cfl ^*)R'+)1 'STcR R 

'i? Mil! ^ i{m “0210'rdfe'owi 4i: ^ 04 ^ito^t, i04'qffe3ik^g#iT’’^3T#it^ 

^mjw 3fk ^ ^ 3Tr^ ^ RT«i ^scq^f ^ "srh ^ fer toft : 

TO, ^ ^ ftpTTfft m FHR ^ FTO ^ TO Ffm ^ totf ^ ^ ^ iro 

Rt "In? SRT ^ 3W TO?^ ^ ^ #5F ^ #F ^ ^cloklTdch ^ ^ 

tfiRt ^ $^4eFd4v RqT#«rT ttoI (^RtiRO ^ toft 021 o-Rif^rni 3fii:#^wF«q,04^ 

iTO«i, 104 3ikTO^’' ^'^TO#^^^TO^TO^ 3fn:^^ stot^ tp trK^^ 
■ciKrlli RPIT 'Jtiy.dl, 4<+) ^TTT "<4^^ "SRI W ^TJRKF 31 ^TRt ^ mil ^TnRTT ^3Fpl RI^FT 31TRT 

t I 

(4) Pi'WH 22 3 T^Rt "m 34^^1Hi Tflf^^^TTF SKI Pl^«M SFl^ SI^^TKFT '5nf^<+)l<l 61 <1 

W WxT ?T^ IJTOfc ^ i, ■gRI WTO TOlft WcH ^ ^ Mto RT ^ ^ 

TO ^ 1to tot dpfeft TOT ^ rtItt TTO ^ TOI ! 

( 5 ) "5^^ TTTTO ■gRJ TO RT RTITO TETIfTOT WTFF TTTFFt TO, FTtTO ^ 

fRTf^TO ^ ^ %IT 3T^f^ FTtro FTT 'gFTO TTt?^ FTtTO FTOTOT ^ FTT ^ ^ 1 

(6) ^ TRjIT^ImTUl MHl'TO TJItT Pcj^fHd, ^rdllTd ^ TO; FT TO FT Tf^Fili^T'^l FIFTTO ^ ^TTTI 3^ ^rdPl 
^ ^ %R R5fT 4 3T^ft^ TOT FT TRT^ TOIF ‘551 F F^ FF TTO TOT WH I 

129 T^. WmfrIT ^ fFftrr WTO TO# # 3ITTO # 1^ Tf^TT^FTO WTOF :-Wt f^WfcH 
■gITT RirnRid RFT FT 3lf^ WTFF TTTFFt # TORT # TITO FTTO 1 to WTT #T TOT 43 ^ Tf^TT^lFFFT 
■RFTFFF Wrt fFTFT ^ntnn ; 


Fq, WTFF TO# FF 1###n liSF FFTTO t| FT RFT F 3Tf%TFT ^ FFEFT#' F f#FT TO # # FTF f%FR 

Rehd TFTFFFF 5=hl^ F> ^TF F FFF FF T?^ # I 

129F. TP^T^If^TFI l aTO T F F #t (I) fFFF 129 FT # RtPhR^^ tUtT -#1; TOF #, TRlT^lchmi t^T![U[M^ 

# %R 3T#FF # Flf# # FIF 3T3TOF FTfFFFTt 3TFFT FF TTFTFIF # FT# FT fFT f!f TfFTT#FFFT FFPTO Ffl 7# 
FF FITTF f#FT TOTT # "TOF 43 # TfFTT#FFFT WTO FT# fTOT TOF : 

FT^, fIf 3TT^ F# FFFT F ^ t 3# ^111 RtPhR'^ TJFTO ^ t f) 3T3TOI FTfFFFTt 

1#Ft 37T^ # FTFT ft! FlTtlF F T5: FTF # #FT TfFT^FTTF FTOTFF WTI FTO 3lk 3TTFFlt^ FfrfTFW 

# 3|R ## TO# F^ FTTF IF, FfF m^^llFd FifFFFTt FF# ## RTFIlfT'd 3TFfF # f#F, #1 cf# FRT 

# 3TfFF3 F #Tt, TfroiFRF FFT^TO F# FR FTOI i 

(2) FfF 3TT#FFT F^ FFF t#Ff^ 3TFfF # TOT Tf#T#F3FF FFTTOF F# TOT FTFT t # FF ##F TFFFT FtI 3Fr#T 
^ F#F1 alR #FtF FTFFT, FIF# FTl ## TO # FTFRi;^ 3TTTOFT FF# FI FF# TTO # ## 3T#F FlfTF 
FTT F## t##* F? #FT FF^ 1 

129F. Tr^^lF>TFl yiFUlM:;! #t 3^#iT : ^ <^^4T#F)T^ ^ FHIFFF ^FFf# fFFH PidPMd FT T% F^ItoTTOT, 
FT# tro F# ft! f#F # F# F# ft! 31## # f#TT fMTOF #FI : 

FT^, FfF !FTOF WTO Ff! FFlf# # ^ FTF FT( FFTTO # TfFT^FRF FFTFFF fI Iff 3TT#FF 
FTT IsFI FTcTT f f! F#FIF FFTFFF FF FFT FI# FF^ FfFFT FF TO 31T#FF FT 3TKV1 FlPTd F# F7T P\FI FTFT I 
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129^ vmm ^ ^t?ngpT afk ^ ^trt : ^ <r^4jlch<»i ^ 1^‘ wit ^ 

-qj^ 1^' t ^ MlPt^'^iK'), P^PlMlnl ^ ^ ^ ^ 

^ ^ ^ Tram ^ ^ <P'^^1«b<Til WTO ^ ^ t^Tclfm ^ : 

■q^ l?7 ■pm Tiif^?^ ^ ^ ^qf^7?r "5^%, 

TTTR^'^’3Rft^ ^ 37R^ 1^ W ^ ^ ^ ^ ^ ^ ^ 

129^. <^rdMi{ y4^l&^H ^ 3WTwTrf^ ;-^ Tramwmt -sit^PqP-tqf^, ^ 

fsicraR 1^ yfdPM4 '^, <5<H«h! ■Rtt^; 'Sff^ "RT '♦»<^ f^<=(tR "RR P+»^ 3T^'RW^ 

STFM "Rl^ 'sit^^li I 

129"^. 3iraif^TrramTRra#%HHcfi :—f^7?fti>{^m ■mhmI^ tra"^ 

• 1^ "sr? 3T^I^ T^;^? "5^ P^-iA sra? hHc^I 

fmf ^ 3RRfcT -sra? yw'i^nT ^ "Rmr ^ 11 

TjjTQTn ^ ^ ^ 15 c^''fwif ^ 313^ '3^ '^ wirf^ w^fT i" 

4. fmf ^ ‘51^ 41 ^ PHHfcrlP^^ WT 3T?l‘^«#r?r :- 

'*WT 42 


(f^ 129^^) 

-3 j |e ^f| | xi^ Ufii^RT ■ppra, 1945 yW^^ t<i*<Ri<i) 3?T?n?T ^ Tf^R?^^>^TJT 

^HTRim 1^ 3?I^ra?T I 

-^/^* ..*.. (■RR7 5^'’^ "RflT)' 

^xi^:4'3n^^f^'3^^t¥M%TraT«r^'RiT ^RFUcT'^v^'^t^f^PWai, A’H^ * 

.....( Pc^^vD PCHRldl ' 

^raiT ^«t><ci I 

1. <p4^ch<ui ^ Tram ^wUi<4T ^ ■rw ^ rara ■rw ^Ik ^ ^ sw^:- 

r 

(1) (4) 

(2) (5) 

(3) ' ' . 

1%^ f, ^r (in) ■? WR^i ti’inH sfk '(^i”<'4 w'^'4 4iWI ^'O'^ t: 

3. ^ 2 "RT 3ilF?m ^ P^‘< PqPHf^ Wm ^ <P^^l9)^“i ^ .. 

....^. 

‘•4w3fl3iram^iraft1^, i945-^^''^3i^^'?W‘‘0210-W4ot 35k<iW «<ii^04 «W wiw, i04W 
sfk^ ^ ^ TO ^ t 

wCR^):...;... 

^ :....... -■**" 

. : . . . * . * . * . * . . 

^ ^ ♦,,**♦**••♦♦«*****»*«t***#**-***/*************«************♦******•***’******'**'***** 
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TTirnn-'q^ ■rift ^ ^ ^ ^ ^ ^ 

^ 'FFT ^ 1m t/t t 




■Tw. 


M¥ikf 3mi TO ^ 

('f^urOT ; ^ 3TI^^ TO f^rf^lfcn ^ lT!f?I^ TT^ t ^ TITO ^■) 

■OWT 43 

(•(%^m 1291T^) 

Tf^TF^t^IJTTJr 

3f[w ^ ynm WT# 1%^, 1945 ^ 3?#T ^ TTFlfW ^ 31PTm ^ fcTir 'mit Tf^TF^NjTW 

ww-w 

<[^^<+(<^1 ■5rm-'^ .7n^‘.*. 

.;....*. .(^ sfk <b\4m ^ ^F^n) 

r^H«hr.....*.....’"•’(■'JT FcTT) "F chK^MI hR-H^,^, ^ fi-MF 

129 'n ^ ^rfWm ^ fw ^ t 3 lh ^ Tf^R^lTOT TOnTO ^ 1 to TOT t I 

z •^f alk % ^ 3TOT mm TOit ( ^imRt^T) m ^ f^/f^ ^ ■<r3i^l4i'-(:q w^-’q^r ^ 
mm ^ TITO t :- 


3. TWr^-'^Pf.TT.*...'cHT 3l^Ti <^^11 ^ T^ 

Pi^hI ^ 3T?fhf M6c:^ ^ Pieit^d 'jIFT; I 

4. ^ <r^Ts[)cb<u| OTHTOf^McIl ^ TO ^TT^TJlf«r^ 3TWia'<3h'/r4d<4^/37f^TOf . 

•.(■^^T'^W) ^ TOfcrl^ ^ TOTF ^ ^ t ^ TO rcTpH^^Id! ^ TTFt ^ 

5. m Tf^R^tror mm-m arnirdf^n ^ alP: ^ arf^rPm afk fro! ^ sro Tm- Tm -qr: Wfe ^ ^ 
^ TO TTdf ^ 3 twPt 11 


- .. - A j„ . . -^-, --, _■ ■ p 

THT 3l^Ti <6^11 ^ ^ T^ 


ar^STO TflfTOFCt 
"553/^ 

TITOT ^ 

(1) "W <R3l^'=h<'Jl ■qiPl'^d 3Ti<Hld'+>/[«ia<qh/aTf^ahTiI ^RI T^Tiq NT y<^(^id Ph-Hi ^Hi.MI I 

(2) fMrqfm NT TO NTTN^^ TOldcfi/pTdWarfTOcrf, 1^ Nt TOT TOTlfTO NN^NT^ aT«Tf<I^NT^TR ^ 

TOTN NlfqTT ^ fNpTNTTO nItINN aTTO NTfroT T^N NRN a^^3TNNT TOTTO ^ Nfl f¥TTOT 

^ NT fNRft aT=N ^ ^ fNpTNTtFT NTTTOTN NT^* NTTTNN TTINTTI PciH^H/pTSh’H aiTO fNcRNT 
^ n4|4)<oi ^NTOi-NN TT^TnN fN)Tfl NTTTNN TTTNTfl NTNN) IJNNTTT N RmI^ 'jIIcH ^ Nl^ 

ar^^rm NTf^q^irt NJt trntitt TjPqd Ni^n i 
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■»^ 3mm ^ 3;lk 1 %wt ^smrnr 3^ ^ 1^ 

wi^nr I %ft Tmm wrot ^ fcmuH wnf ^ ^ ^ ^ ^ *i(cfi^ 3?piq^i Mifii}<*»r^ ^ 

I TTiTT^ -^f -^fgff^ ^ -g^ 'smm wmit ^ ^ smr f^wr ^ ^ ^ "nf ^ 

^ € 3(^im yif^’ul ^ w?^ ^ ^ \ 3«nP?, 48 ^ 

^ ;^RR ^ ■jmm TOift ^ ^ ^ "^TW ^ 3fk 3qfOT ^ 

(3) f¥^rqfm sTKfcff tot 3^-stf^rfj^ 3#?3i3f/3<ww«h/r^i^,W <nifHl*<'^i imn-'q^ ^3mm 

^ f¥W4 Titoi "zn ten 3?5£rgT wn^ ■^TT3T8|3 [t- g^^1^-g^ ^^ ^ 

'4* sT^nnn yif^'wd 301^’i ^ 'Hoi "^nr 1 

T^ 313^ 4, ^ 3ipm ^nteift R^'iisbi:iyK f^Pinfui 3T«?nr srnnr 

qRc(cfi/<^Mw<^ i it nff tnfnte amm nmi ^ 3^ a#i^/<HNw+/rMd^ 30 ^ nt^n: 

. <RiHleb<'y! njRr ^ ^ T^ 3?^ 3n^ 31^ srmTnnj a^^ife'-gm 1 

(4) w 3WFi-n?3T#T3mT%tT infngn <t>iqf<^n/^R<dr^t nRm i: 

■4'3inm nn nRn#T Rs# ^ fterfni 3mnT w 4* 3te 3!fn^ ?m 3?pm 3nf<?nn^ njt 
rcifelrt ^ ^ I ■3!^ nnf ^ *033 3|k/3T8TnT 3^ ^ tW 313?R 33 3^3^ te, 3^fnH <RT'^1<=h<.'J| 

■ynM-n^, nftn#? ^ 3^ nitt^ 3iRir3»3n #t w f^Rmpn "rhi 3!mn?, 3)^ ^ nRnf^ nan 
3fR/3m3T cbl^ldn '3?8?3I ohKtelHI RR^' 3R3f% 3^ 3m 3J^ ^ 313 ^ 3|^n33 yiRl^hl^l 

33^ 33T 33M-33 #n #TT’' I 

5. 333 teif 3^ 3 (11) ^ W3Ici; PiHRinad 3Tg?J^ 3T3:^«nf33 3t 3lT^7jt, 3?te*“ 

'^3?^^'5r(III) 

(Rm3 129^^*) 

’(n^f<(|ch<u( 33131-33 ^ f^ RiRmfm 3^ yifij'^ a?mra^/RnR^/3?f^i3^ 1 [rt 33^^ 3wr ^ 
afR" aranim 1^ iiht 3?RR(m t \ 3<^9» w^r 3^ 42 ^f w Rwr 

3nT ^ w ^^T^nr altr ^ 1 
foPmfdi 3^ Ite^foT yR3^‘ w 3^- 

1.1 »n^ 31^ fterf^q 3f^’333m 3^331 ter m?mi,'f-'>^33T) 1 

1.2 3PlM/f3^Wf ^ 3?3 afk 3# I 

1.3 ftelRiT 3^ 3 iK 14K #13 a3<4l^, 3R3 3Tfte^ 333(337/f3Rr(3?/37pq3^ 33 313 alR 33T I 

1.4 RlRTte3Jt3^3fR3m#f^3m-^'33^nfW3 3Jt3^ 

<rH^{)cfe<U> 3333-33 ^ 3?«lt3 ^ 3IT% 3T# 33^3 WlfW 33 ’sJRt- 

2.1 333 33313 a|R ^333i3 ^ 3^'3n% 31# 33133 ^ 313 3^ ^m-^m. a4<^ 3fe 313 

alR 33 31T3>3 I 

Z2 f^[43fu| <Jln<!^3><^I/Rm'®f3 yif^«hKlf 33 '^?NT (3f3 3^ ‘^) Rl’l'h 33Pf3 -^^33 33133 

4^ | ^p; ^ 3^ 33 IW3 3n t 3 iR ^3 33 ^ ^ f3Rf3f33? 3lRT3iRt ^ 3lRt <ni5'^wRfM'>n 
3n fi<3^l</<rv4^l3><»l 33 3>t nfn I 

2.3 33 3it ^ f«!3^ 333 imm ^ t33^ ^ ISHRTO *33313 3)t' 3^33f3 3)! 3^ t 

3RtQ ter I 

wm 'Wfot <mmPich ^3^- 

3.1 n^im ^nnnt IteiH 3^ TOTif 33 313 I 

3.2 imm ■^iterf 3^ # Rm ^ wg 3^ 1 

3.3’ 3kf3 alR imm 3i3nt f¥m, 1945 ^ f33^ ^ 3i3eR ^3^ wiT^ 3)t 

3.4 tel 'mRT (3f3 35^ ^) I 


1 . 


2 . 


3. 


r^-zZC^T/ty—x. 
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4.1 ^ sik mim Ffmt Fm, 1945 ^ w«ff ^ w?fi wiM ^ a^Fim ^ %3; 

■qr ?Rif ^ wn ^ t 

4.2 ^ 1% FF hR^O .dfrciRaa TRTFH ^hihPj'h) ^ [RRih1'J| 

T# f afR -qf^' T^‘ tRRmf^ fkR\ ^mFTT ^ ^ ^ R’ afR ^ ^^\^^ ^ 

RiRmfui "R arfR^ R' 'm\ i, 4 =>f:^hT ^ ^ fwq RRfit ■qt^'RFRi tot 

^ qR^icfn ^ R' ^ 7^ 1 

4.3 ^ atei 3 iR -q^^m FrEFft Rm, 1945 ^ 'fft 13 ^ ^ ^ 1 

4.4 ■qpFq-'qq ^ 3 t#t ^n:?R ^ wr R aiMcr ^ mm FTFmt, wi-w? ^ 

aM«j ^ mm fwr, 1945 R' ^ ^ MRfW ^ ar^M #ft t 

4.5 ^ WT ^ TTi; ^ TFiM-'q^ ^ RR«i R Rf# Rt 'mm wiRt ^ WrqRi -qf^, ^ 

R^f^, ^ ePiiR ■qr ■qfRm ^ 4wi<^4 R ^ q%Rq ^ ^ R fF wt~oti 

RR I aqRcKi R RhR] ^R R Rf R^^RtqTT’q 'qqpq- "qq ^ arRRr fq^Rt triffi 'HHiil Rq^ R fcbRl 

3TO q5T qRqRq ^ fR# R ^ RR qRqRR qR cTtR^ R 30qR ai^^f ^ RRr aig^ thRisriR 

qii Icriiian H ^^41 ^ I 

4.6 t=hRl yRf^jcri yRiRfi-Hi '+tK'j| qwElRq^ qq^qR af«iRi R avm^ "qR ^iPm^ Rq!, Rffqqiqq) yRi<si^ 

■qi ■qifR'+iK qR q^FiT afp/qi qR^ R?t fR^iR wfet ’HimiTi qq fqrqq/'fRqrq ai^iqi fqqrq Rqi R 

■fq^ fqfqqro qifwR ?R! RRRq m wq-qq R RRTqq fq^R mm wnR qR rto 

Tprqqr q RlR qR tRRR R qnR t R qR R ^ wi-wr qr RRq qRR i RR -qrqRf R mm qimt 
^ Rqiq afk fqq«!H qR Rq^ fqqr qi^jn qqi ar^^iqq qrfRqqR qR q^id fqqR R 1 

4.7 ^ W Tirqqr ^ ?q aRRfqqq aiR arRtq qqrq; qtr R qqifqfqfe RRt afR aiRw^' 
qtq qR^ Rf, qqqq aryiT^ qRR 1 

4.8 m ai'^i^iqq qifqqqR aRvqi qqR ^ m tqfRq qrfR^ IRtRi ^ifqq qR, fqpHqfui qfRRf R-qR^i q^rR ark 
^qqq Msiw q^ qqr fqR ^ fqfqfRq fq^Rt mm wRi, tRqR Rfi RRqRRFrq anR^ fRqr qqr t, 
^ Rqq R qfsFqi/PshqiPcjlq 3R( q-wiRRf qR qfq qqR qR ai^iTfq W4 qRR 1 ^ q^" Rt qqq RR t fq^ twr 
129 q? (4) ■^aT?RqfqfqiRTqqfRq;qqfqR^^qqRR^qifR^^Rqq^qq]R^%TT 3TTq?qqTqfRT 
arrRqqi R ^ qnqRt 1 w qq ai^qj^ q RR q( qrRt Rt IRRtt fqqr qnqqr, RRFjtqrpq qqpq-qq <'^ 
qq; 1RqT qnqTfi i 

4.9 m arj^iqq TrrfRqqR qr qifR^ fq^Rt ^ifqq qR a^^^rm qrfRqqR ■5m aqqqqqr mt ^ ^7 
qR^ % wiqq qrqfqqf ^ q^jR RR qR ai^qfR qqrq qRR i 

qqiT M^d qR qf ^^qi RR^qR wq aRr [R^qi^ ^ ar^qK wt R i 


qiR® : 


■fqfqqfqr ^ mmi 

[qq.R. w 11014/4/2006-Riwq R^ Rtw] 

aiqqjRq R^qq "qlRq 


MINISlltY OF HFALTH AND FAMU.Y \VEI J^ARF 
G)epartinent of Health) 

NOTlUCAnON 

New Delhi, the 2nd February, 2007 

G.S.R. 63(E).—^The following draft of certain rules further to amend the Drug.s and Cosmetics Rules, 1945, which 
Central Government proposes to make, after consultation with the Drugs Technical Advisory Board, in exercise of the 
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powers conferred by Section 12 and Secticai 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said sections, of the said Act, for the information of all persons likely to be affected th^eby, and the notice 
is hereby given that the said draft rules will be taken into consideration after the expiry of a p<aiod of forty-five days from 
the date on which the copies of the Official Gazette in which this notification is published, are made available to the public; 

Objections or suggestions, if any, may be addressed to the Secretary, Ministry of Health and Family Welfare, 
Government of India, Nirman Bhawan, New Delhi - 110011; 

Any objection or suggestion which may be received from any person with respect to the said draft rules, before 
the expiry of the period as sp^ified above, will be taken into consideration by the Central Government. 

DRAFTRGLES 

1. (1) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2007. 

(2) They shall come into force on the date of their final publication in toe Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as toe said rules), in Part XIII, for the heading 
“IMPORT OF COSMETICS”, toe heading ‘^IMPORT AM) REGISTRATIONOF COSMETICS’! shall be substituted. 

3. For rule 129 of toe said rules, the following rules shall be substituted, namely:— 

“129. Registration of cosmetic products imported into the country.—No cosmetic shall be imported into toe 
country unless toe product is registered under rule 129D by the liceiasing authority ^pointed by the Central 
Government under rule 21 to perform the duties of licensing authority under these rules or by any person to whom 
such powers of the licensing authority iqay be delegated under rule 22. 

129A. Form and manner of application for Registration Certificate.—(1) An application for issue of a Registration 
Certificate for cosmetics intended to be imported into India shall be made in Form 42 either by the manufacturer 
himself or by his authorised ag^t in India or by toe importer and shall be accompamed by a fee of two hundred 
‘ and fifty US dollars or its equivalent to Indian rupees for each brand of cosmetic. The application shall be 
accompanied by a treasury chaUan as specified in sub-rule (3) and toe information and undertaking specified in ‘ 
Schedule D (III) duly signed by or on behalf of toe manufacturer. 

(2) An authorization by toe manufacturer to his agent in India shall be duly auth^ticated either in India before 
a First Class Magistrate or in toe country of origin before such an equival^t authority and duly attested by 

“ toe Indian Embassy in that coimtry where toe manufacturing is located. 

(3) The fees shall be paid through a challan in the designated branches of Bank of B aroda either in US dollars or 
in equivalent Indian rupees under Head of Account “0210- MEDICAL AND PUBLIC HEALTH, 04 PUBLIC 

HEALTH, 104-FEES AND FINES” and toe original cc^y of toe treasury challan shall be submitted along with 
the plication for product registration: 

Provided that in toe case of any direct payment of fees by a manufacturer in the coimtry of origin, the fees 
shall be paid through Electronic Clearance System (ECS) from any bank in toe country of emgin to the Bank of 
Baroda, Kasturba G andhi Marg, New Delhi, through the Electronic Code of toe bank in toe Head of Account 
“0210- MEDICAL AND PUBLIC HEALTH, 04 PUBLIC HEALTH, 104-FEES AND FINES” and toe original 
receipt of the said transfer shall be treated as an equivalent to bank challan subject to toe ^proval by the 
Bank of Baroda that they have received the payment. 

(4) The applicant shall be liable for toe payment of a fee of five thousand US dollars for expenditure as may be 
required for inspection ca: visit of the manufacturing premises of the cosmetic manufacturer by the licensing 
authority or by any other person to whom power has been delegated in this behalf by the licensing authority 
under rule 22. 

(5) The applicant shall be liable for toe payment of testing fees directly to a testing laboratory approved by toe 
Central Government in India or abroad, as may be required for exammation, tests and analysis of cosmetic. 

(6) A fee of one hundred US dollars or its equival^t shall be paid for a duplicate copy of the Registration 
Certificate, if toe original is defaced, damaged or lost. 

129 B. Re^stration Certificate for the import of cosmetics manufactured by one manufacturer.— A single 
application may be made and a single Registration Certificate in Form 43 may be issued in respect of import of one 
or more than one cosmetics manufactured by toe same manufacturer: 

Provided that the cosmetics are manufactured at c«e factory or more than one factory functioning conjointly as a 
single manufacturing unit. 
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129C- Grant of Registration Certificate. — (1) On receipt of an application for Registration Certificate in the Form 
and manner specified in rule 129 A, the licensing authority shall, on being satisfied, that, if granted, the conditions 
of the Registration Certificate will be observed, issue a Registration Certificate in Form 43: 

Provided that if the application is complete in all respects and information specified in Schedule-D III is in order, 
the licensing authority shall, within six months from the date of receipt of an application, issue such Registration 
Certificate, and in exceptional circumstances and for reasons to be recorded in writing, the Registration Certificate 
may be issued within such extended period, not exceeding three months, as the licensing authority may deem fit. 

(2) If the applicant does not receive the Registration Certificate within the period as specified above, he may 
appeal to the Central Government and the Central Government may after such enquiry into the matter, as it 
' considers necessary, may pass such orders in relation thereto as it thinks fit. 

129D. Duration of Registration Certificate.—A Registration Certificate, unless it is sooner suspended or cancelled, 
shall be valid for a period of three years from the date of its issue: 

Provided that if application for a fresh Registration Certificate is made six months before the expiry of the existing 
certificate, the current Registration Certificate shall be deemed to continue in force until orders are passed on the 
application. 

129E. Suspension and cancellation of Registration Certificate.— If the manufacturer fails to comply with any of 
the conditions of the Registration Certificate, the licensing authority may after gi vmg him an opportunity to show 
cause why such an order should not be passed, by an order in writing, slating the reasons therefore, suspend or 
cancel the Registration Certificate for such period as it tliinks fit either wholly or in respect of some of the 
cosmetics to which it relates: 

Provided that a person who is aggrieved by the order passed by the licensing auUiorily under this rule may, within 
thirty days of the receipt of the order, appeal to the Central Government and the Central Government may after 
such enquiry into the matter as it considers necessary and after giving the said appellant an opportunity for 
representing his views in the matter, pass such orders in relation thereto as it thinks fit. 

129r. Prohibition of import of certain cosmetic. — No cosmetic, the manufacture, sale or distribution of which is 
prohibited in the county of origin, shall be imported under die same name or under any other name except for the 
purpose of examination, test or analysis. 

129G. Standard for imported cosmetics.— No cosmetic shall be imported unless it complies with the specifications 
as prescribed under Schedule-S or any other standards of quality and salety, applicable to it, and other provisions 
under the rules. 

129H. Labelling and Packing of Cosmetics.— No cosmetic shall be imported imless it is packed and labelled in 
conformity with the rules in Parts XV.”. 

4. In Schedule A to the said rules, after Form 41, the following Forms shall be inserted namely:— 

‘T''orm 42 

(See rule 129 A) 

Application for issue of Registration Certificate for import of cosmetics into India under the Drugs and Cosmetics Rules, 1945. 

lAVe*..... 

(Name and full address) hereby apply for the grant of Regfstration Certificate to the maniilacturer, M/s. 

. (full address with telephone, fax and e-mail address of the foreign 

manufacturer) for his manufactured cosmetics meant for import into India. 

1. Name of cosmetics along with their brand name and pack size for registration. 


(1) 

(4) 

(2) 

(5) 

(3) 

(6) 


2. I We* enclose herewith the informations and undertakings specified in Schedule-D III duly signed by the 
manufacturer for grant of Registration Certificate for the premises stated below: 







[MFTII—: ,_ —_-2. 

3 ; A feeof.- .. for registration of cosmetics for i^i^)Ort as specified at Serial No.,2 above has been 

cieditcd to the Government under the Head-of Account “0210-Medical Public Health, 04-PubUc Health, 

104-Fees and Fines” under the Drugs and Cosmetics Rules, 1945 - Central” vide Challan No;..,,.-... 

dated........(attached in original). 

4. Particulars of premises to be register^ where manufacture is earned on. , . 

Address(es) ..... 

Telephone .. 

F^ , — .. ■ ^ 

E-mail ... 

I/we undertake to courtly with all the terms and conditions required to obtain Registration Certificate and to keep 
it valid during its validity period. 

Place: ...... 

Date: . 

Signature...—*. 

. . 1 - ' 

Name ......• 

Designation......-.^. 

Seal/Stan^ of manufacturer or his authorised agentin Indii 

{Npte:- In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is to be ^ 
enclosed) 

*Delete whichever is not applicable. ' : 


Fdrm43 
(See rule 129 C) 

Registration Certificate 

Registration Certificate to be issued for import of cosmetics into India under Drugs and Cosmetics Rules, 1945. 

Registration Certificate No...—.... Date.,..... 

;....... :,..j(Natmandfi4ll Address of registeredoffice) 

.factoiy premises at.... (M address) has been registerednntler rule 

129 C as a manufacturer and is hereby issued this Registration Certified. 

2. Name(s) of cosmetics, along with toeir brand names and pack size whichmay be imputed underthis Registration 
Certificate. 

( 1 ) 

( 2 ) ^ . 

(3) 

3. This Registration Certificate shall be in force from—.—.to....... sooner 

suspended or cancelled under the Rules. 

' 4 ll,isRegis(iationCertfficatei3issu«Jttirough(heofflceof*einan«factu«rorMsauflioris«iin^rt^dB^^ 

■ agent in tadia M/s (name and ftdl address) ........who wUl be responsible for the busmess acUvittes 

of the mariufk^turer, in India in all respects. 

This Registration Certificate is subject to the conditions, stated below and to such other conditions as may be 

specified in the Act and the rules, from time to time. 

Place: . ‘ 


5. 


Date: 




UCENSlNGAUIHORnY 

Seal^tany 
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Conditions of tlie Registration Certificate 

(1) The Registration Certificate shall be displ aycd at a prominent place by the authorised importer/ distnbutor/ agent . 

(2) The manufacturer or his authorised importer/distributor/agent in India shall inform the licensing authority forthwith 
in the event of any administrative action taken viz. market withdrawal, regulatory restrictions, or cancellation of 
authorisation, and/or not of standard quality report of any cosmetic pertaining to this Registration Certificate 
declared by the Regulatory Authority of the country of origin or by any Regulatory Authority of any other 
country, where the cosmetic is marketcd/sold or distnbuted. 

The dispatch and marketing of the cosmetic in such cases shall be stopped and the licensing authority shall be 
informed immediately. Further action in respect of such stopped marketing of cosmetic shall be followed as per the 
direction of the licensing authority. In such cases, action equivalent to that taken with reference to the concenicd 
cosmetic in the country of origin or in the country of marketing shall be followed in India also, in consultaUon with 
the licensing authority. The licensing authority may, however, direct any further modification to this course of 
action, including the withdrawal of the cosmetic from Indian market within 48 hours ti rac period. 

(3) The manufacturer or his authorised agent/importer/distributor in India shall inform tlic licensing authority within 
30 days, in writing, in the event of any change in manufacturing process, or in packaging, or in labelling or in 
testing, or in documentation of any of the cosmetic pertaining to this Registration Certificate. 

In such cases, where there shall be any major change/modification in manulacturing, or in processing or in testing, 
or in documentation as tlie case may be, at the discretion of the licensing authonty, the manufacturer or his 
authorised agent/importer/distributor in India shall obtain necessary approval withm 30 days by submitting a 
separate application along with the registration fee. 

(4) The manufacturer or his authori.sed agent in India shall mform the licensing authority iimnediately in writing, in the 
event, of any change in the constitution of the firm and/or address of the registered office/factory premises 
operating under this Registration Certificate. Where any such change m the constitution of the firm and/or 
address takes place, the current Registration Certificate shall be deemed Ui be valid for a maxunum periixl of three 
months from the date on which the change has taken place unless, in the mean time, a fresh Registration Certificate 
has been taken from the licensing authority in the name of the firm with the changed constitution of the firm and/ 
or changed address of the registered office or factory premises.” 

5. After Schedule D (II) to the said rules, the following Schedule shall be inserted, namely; 


“Schediju:d(iii) 

(Sec rule 129 A) 

INFORMATION AND UNDERTAKING RFXJUIRED TO BE SUBMIITED BY THE MANUFACTURER OR fflS 
AUTHORISED IMPORTER/DLSTRIBUTOR/AGENT WITH THE AITLICATTON FORM FOR A 
REGIimUTTON CERTinCAn?. THF: FORMAT SHAIJ. BE PROPERIA FUELED IN FOR EACH 
APPLICATION IN FORM 42 AND FURNISHED 

1. PARTTCULARSOFTHEMANUFACTURERANDMANUFACTURINGPREMISI^S 

1.1 Name and address of the manufacturing premises (telephone 
No., Fax No. e-mail address) to be registered. 

1.2 Name(s) and address(es) of the Partners/Directors. 

1.3 Name and address of the authorised importcr/distributor/agcnt in India, responsible for the business of the 
manufacturer. 

1.4 A brief profile of the manufacturer’s business activity, in domestic as well iis global market. 

2. PARTICULARS OF THE COSMETICS IX) BE RFOSTFJIED UNDER REGISTRATION CERTIFICATE 

2.1 Names of cosmetics along with their brands name and pack size to be rcgistcrctl meant for import in to and use in 
India, 

11 Particulars of the manufacturing licences/ registration/ marketing authorisations (if any) under which the cosmetics 
are being manufactured in the country' ol origin along with the copy of the liccn«cs/marketing authorisation/ 
registration issued by the Regulatory Authority of that country. 
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23 List of countries where marketing authorisation ot import permission for the said cosmetic is granted with date. 

3. CHEMICAL INF(MlMATION OF COSMETIC 

3.1 Name(s)ofcliemicals used in the manufacture of cosmetic. 

32 Specification and testing method for testing of the cosmetics. 

33 Manner of labelling as per the rules of the Drugs and Cosmetics Rules, 1945. 

3.4 Package insert (if any). 

4. UNDERTAKING TO DECLARE THAT 

4.1 We shall comply with all the conditions imposed on the Registration Certificate for the import of cosmetics as 

required under the provisions of Drugs and Cosmetics Rules, 1945- f 

42 We declare that we are carrying on the manufacture of the cosmetics mentioned in this Schedule, at the premises 
specifiM above, and we shall from time to time report any change of premises on which manufacture will be carried 
on and in cases where manufacture is carried on in more than one factory any change in the distnbution of 
functions between the factories. 

4.3 Wc shallconqily with the provisions ofPartXin of the Drugs and Cosmetics Rul^, 1945. 

4.4 Every cosmetic manufactured by us for import under the Registration Certificate into India shall conform to the 
specifications given in the Drug? and Cosmetics Rules, 1945 as amended from time to time. 

43 We shall from time to time report for any change orpaanufacturing process, or in packaging, or in labelling, or in 
testing, or in documentation of any of the cosmetics, pertaining to the Registration Certificate, to be granted to us. 
Where any change in respect of any of the cosmetics under the Registration Certificate has taken place, in resp^t 
of any of the above matters, we shall inform the same to the licensing authority, in writing, within 30 days from the 

date of such changes. • , 

4.6 We shall from time to time report for any administrative acticai taken due to adverse reaction, viz. maricet withdrawals/ 

regulatory restriction, or cancellation of authorisation and/or “not of standard quality report” of any cosmetic 
pertaining to the Registration Certificate declared by any Regulatory Authority of any country where the cosmetic 
is matketed/sold or distributed. The despatch and marketing of the cosmetic in such cases, shall be stopped and 

the licensing authority ^aU be informed immediately. 

4.7 We shall comply with such further requiremaits, if any, as may be specified, by the Government of India, under the 
Act and the Rules, made thereunder. 

4 8 We shall allow the licensing authority and/ or any person authorised by him.in that behalf to enter and inspect the 
manufacturing premises and to examine the process/procedure and documents in respect of any cosmetic 
manufactured by us for which the application for Registration Certificate h^s been made. We fether 
that the applicant may be required to deposit inspection fee as stipulated under Rule 129A (4) to enable the 
inspection of manufacturing site by the officials authorised for this pu^se. Non-compliance to this condition as 
and when so directed would result in cancellation of Registration Certification. 

4.9 We shall allow the licensing authority or any person authorised by him in that behalf to take samples of the 

cosmetics for testing if considered necessary by the licensing authority. 

The information submitted above is true to the best of my/our knowledge and belief. 

Place: . 

Date: 

Signature of the Manufacturer 

Scal/Stan^” 

IF. No. X-11014/4/2006-DMS&PFA] 
AM/dUEET SINHA, Jt. Secy. 
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